
ENZYMATICTHERAPY 
.,INCDRPORATED 

April 25, 2004 
I 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

INTEGRATIVE THE,RAPElkICS INC.- ENZYMATIC THERAPY* 
NF Formulas * PhytoPharmica 6r 

Tyler Encapsulations 8 Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888570.6460 (Enzymatic) 

P: X13.582.8386 o F: 503.582.0467 
‘“.,,.-,w .-’ , p: ?25).469.9099 * F: 920.469.4418 (Phyto) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

Hair & Skin 
Nutrition@* skin function* I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
- Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerelv, w/%+ 
Michael P. Devereux 
Chief Financial Officer 



.  

.d  

F N Z Y M A T IC T H E R A P Y  
I N C O R P C I I R A T E D  

W b a r ~ W feeLs Ii& Y  

I N T E G R A T l V E  T H E R A P E U T I C S  INC.” E N Z Y M A T I C  T H E R A P Y ’ 
N F  Formb ias  * P h y t o P h a r m i c a  E a  

Tyler  Encapsu la t ions  8  V i ta l ine  Fo rmu las  P H Y T O P H A R M I C A -  
I___-  --. 

9 7 5 5  S W  C o m m e r c e  Circle,  Su i te  6 2  8 2 5  C h a l l e n g e r  Drive,  G r e e n  Bay,  W I 5 4 3 1  l - 8 3 2 8  
Wi lsonvi l le ,  O R  9 7 0 7 0  P:  920 .469 - l  3 1 3  9  F: 8 8 8 . 5 7 C l . 6 4 6 0  (Enzymat ic)  

P :  5 0 3 . 5 8 2 . 8 3 8 6  9  F: 5 0 3 . 5 8 2 . 0 4 6 7  P:  9 2 0 . 4 6 9 . 9 0 9 9  . F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phyto)  

Apr i l  2 6 , 2 0 0 4  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Pa rkway  
Co l l ege  Pa rk , M D  2 0 7 4 0  

R E : L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

This  letter is to  n o tify y o u  th a t th e  fo l low ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  Dist r ibuted by  E n z y m a tic T h e r a p y , Inc. a t 8 2 5  
C h a l l e n g e r  Drive, G r e e n  B a y , W isconsin 5 4 3  1 1  h a s  a  labe l  th a t c o n ta ins  a  sta te m e n t p rov ided  by  sect ion 403 ( r ) (6 )  o f th e  F e d e r a l  
F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes to  ta k e  a d v a n ta g e  o f th e  e x e m p tio n  to  sect ion 201(g ) ( l ) (C)  o f th e  act 
a n d  comply  with sect ion 403 ( r ) (6 )  o f th e  act. T h e s e  c la ims a r e  n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l a n  to  m a r k e t in  
th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lora tory  in  n a tu r e . 

V ita m in C  (Ascorb ic  ac id)  
ta n d e m  with vita m in E  a n d  he lps  r e g e n e r a te  vita m in E  to  h e l p  
r id  th e  b o d y  o f f ree rad ica ls  a n d  inhibi t  l ip id pe rox ida tio n .* 

I certify th a t th e  in format ion  c o n ta i n e d  in  th is  n o tice  is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  substant ia t ion th a t 
th e  sta te m e n ts a r e  truthful a n d  n o t m is leading.  

By : 
R o b e r t Doster  

Title: S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs  

D a te : Y h ?  1 0  “/ 

If y o u  h a v e  a n y  q u e s tio n s , p l ease  c o n tact R o b e r t Doster ,  S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs  a t 
(920)  406 -3608 .  

M ichael  P . Deve reux  
Ch ie f F inanc ia l  O ffice r  



FNZYMATIC THFRApY 
~INCORP~RATED 

mat Betterfee~ like” 
- 

INTEGRATIVE THE\IfAPElJ+ICS INC.” ENZYMATIC THERAPY’ 
NF FolmulZlr + PhytoPharmicd L 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA. 
___- -I__ __- 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 9 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

April 26,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

Hair & Skin Nutrition@* Vitamin E (as d-alpha tocopherol) Prevents oxidative damage Vitamin E (as d-alpha 
1 to the skin bv eliminatina free radicals.* 1 tocoDherol) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
j&B?&4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

w P*L4 
Mkhael P. Devereux 
Chief Financial Officer 



fNTEGRATlVE THERAPEUTICS INC.” 
NF Formulas o PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas 

FNZ~TMATIC THFRApY 
. INCORPURA-fED 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.9467 

ENZYMATIC THERAPY’ 
L 

PHYTOPHARMICA* 
-______-~l_ll_-- 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

April 27,2004 
t 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



lNTEGRATiVt? , tHERAPEUtlCS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 8 F: 503.582.0467 

ENZYMATIC THERAPY* 
& 

PHYTOPHARMICA. 
- - 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 9 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

April 27, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 ’ 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
jliLmit4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

smp*bq 

MichaeI P. Devereux 
Chief Financial Officer 



FNZYMATICTHF;RA~~ 
‘:NCClRP?ZJRATED 

Wk7at~Wfee.b likem 

INTEGRATIVE THE~RAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Forkwlaj + PhytoPharmica & 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 
____- ____- - ---- 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

April 28,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

I 1 healthy cells and has antioxidant properties.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By:- 
Robert boster 

Title: Senior Vice President of Scientific Affairs 

Date: Y/d do Y. 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Sincerely, 

WP 
. 

Michael P. Devereux 
Chief Financial Officer 



.  

I N T E G R A T I V E  T H h R A P E U i l C S  INC.” 
N F  Formu las  * Phy toPharm ic’a  

Tyler  Encapsu la t ions  +  V i ta l ine  Fo rmu las  

9 7 5 5  S W  C o m m e r c e  Circle,  Su i te  B 2  

F N Z Y M A T IC T H E R A P Y  
‘I N C C ! R P D R A T E D  

Wha t  &? i !&Yfee ls  1 i .W 
-  

Wilsonvi l le ,  O R  9 7 0 7 0  
P:  5 0 3 . 5 8 2 . 8 3 8 6  J) F: 5 0 3 . 5 8 2 . 0 4 6 7  

E N Z Y M A T I C  T H E R A P Y ’ 
&  

P H Y T O P H A R M I C A .  
- I _ _ _ _ - _ _ _ _ _ _ -  -_-  
8 2 5  C h a l l e n g e r  Drive,  G r e e n  Bay,  W I 5 4 3 1 1 - 8 3 2 8  
P:  9 2 0 . 4 6 9 . 1 3 1 3  8  F: 8 8 8 . 5 7 0 . 6 4 6 0  (Enzymat ic)  

F: 9 2 0 . 4 6 9 . 9 0 9 9  * F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phyto)  

Apr i l  2 8 ,2 0 0 4  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Pa rkway  
Co l l ege  Pa rk , M D  2 0 7 4 0  

R E : L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

This  letter is to  n o tify y o u  th a t th e  fo l low ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  Dist r ibuted by  E n z y m a tic T h e r a p y , Inc. a t 8 2 5  
C h a l l e n g e r  Drive, G r e e n  B a y , W isconsin 5 4 3  1 1  h a s  a  labe l  th a t c o n ta ins  a  sta te m e n t p rov ided  by  sect ion 403 ( r ) (6 )  o f th e  F e d e r a l  
F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes to  ta k e  a d v a n ta g e  o f th e  e x e m p tio n  to  sect ion 201(g ) ( l ) (C)  o f th e  act 
a n d  comply  with sect ion 403 ( r ) (6 )  o f th e  act. T h e s e  c la ims a r e  n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l a n  to  m a r k e t in  
th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lora tory  in  n a tu r e . 

N u tritio n @ * n a tu ra l  sou rce  o f fol ic acid,  a n d  saf f lower s e e d  oi l  is a n o th e r  
source  o f essen tia l  fa tty acids,  vita l  to  h e a l thy  skin a n d  hair .*  

B l e n d  -  -  , 

I certify th a t th e  in format ion  c o n ta i n e d  in  th is  n o tice  is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  substant ia t ion th a t 
th e  sta te m e n ts a r e  truthful a n d  n o t m is leading.  

By : w e & ’ 
R o b e r t Doster  

Title: S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs  

If y o u  h a v e  a n y  q u e s tio n s , p l ease  c o n tact R o b e r t Doster ,  S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs  a t 
( 9 2 0 )  4 0 6 - 3 6 0 8 . 

S im p  * b +  

M ichae l  P . Deve reux  
Ch ie f F inanc ia l  O ffice r  



INTEGRATlVe THERAPEw~IcL INC.- 
NF Formulas * PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 r> F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 
l___l___-_ _I__- 
82.5 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

April 29, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 82.5 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

Vitamin A, which is essential for 
Nutrition@* reduce the frequency of blemishes.’ 1 liver oil) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 4*/w/o 4 

If you have any qrestions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, I! 

/kJJ PJ!Pg 
Michael P. Devereux 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTiCS INC.- ENZYMATIC THERAPY’ 
NF Formdas D PhytoPharmica & 

Tyler Encapsulations .+ Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 a F: 503.582.0467 f’: 920.469.9099 + F: 920.469.4418 (Phyto) 

April 30, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: -pGp@&i 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: &O/b+’ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

kJ-u%q 
Michael P. Devereux 
Chief Financial O fficer 



lNTEGRATlVE, THERAPEUTICS INC.- ENZYMATIC THERAPY* 
NF Formblas + PhytoPharmica &I 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 
-__ __ -___- 

9755 SW Commerce Circle, Suite I32 SZS Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 
‘ INcORPDS&TED P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 B F: 920.469.4418 (Phyto) 

April 30, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a productwe currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

Nutrition@* of essential fatty acids and help to increase the luminosity of skin Blend I 
and hair.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: d3 blbf/ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial O fficer 


